(12) INTERNATIONAL APP 



] 



ION PUBLISHED UNDER THE PATENT O 



AO/517080 z, lo *r> 

Q<M POTION TREATY (PCT) 



(19) World Intellectual Property Organization 

International Bureau 

(43) International Publication Date 
18 December 2003 (18.12.2003) 




PCT 



urn 


mil 


mini 


llll 


minimi 



(10) International Publication Number 

WO 03/103634 Al 



(51) International Patent Classification 7 : A61K 9/22, 

31/195, A61P 25/08 

(21) International Application Number: PCT/IB03/02166 

(22) International Filing Date: 6 June 2003 (06.06.2003) 

(25) Filing Language: English 

(26) Publication Language: 



(30) Priority Data: 

616/DEL/2002 



English 

7 June 2002 (07.06.2002) IN 



(71) Applicant (for all designated States except US): RAN- 
BAXY LABORATORIES LIMITED [IN/IN]; 19, Nehru 
Place, 1 10 019 New Delhi, Delhi (IN). 

(72) Inventors; and 

(75) Inventors/Applicants (for US only): CHAWLA, Manish 
[IN/IN]; 106, Lai Jyoti Apartments, Sector-9, Plot 16, Ro- 
hini, 110085 Delhi (IN). RAGHUVANSHI, Rajeev, Singh 
[IN/IN]; Flat No. 8131, Block D-8, Vasant Kunj, 110070 
New Delhi (IN). RAMPAL, Ashok [IN/IN]; 14, Sewa Na- 
gar, Ram Tirath Road, 143001 Amritsar, Punjab (IN). 

(74) Common Representative: RANBAXY LABORATO- 
RIES LIMITED; c/o DESHMUKH, Jay R., 600 College 
Road East, Suite 2100, Princeton, NJ 08540 (US). 



(81) Designated States (national): AE, AG, AL, AM, AT, AU, 
AZ, BA, BB, BG, BR, BY, BZ, CA, CH, CN, CO, CR, CU, 
CZ, DE, DK, DM, DZ, EC, EE, ES, FI, GB, GD, GE, GH, 
GM, HR, HU, ID, IL, IN, IS, JP, KE, KG, KP, KR, KZ, LC, 
LK, LR, LS, LT, LU, LV, MA, MD, MG, MK, MN, MW, 
MX, MZ, NI, NO, NZ, OM, PH, PL, PT, RO, RU, SC, SD, 
SE, SG, SK, SL, TJ, TM, TN, TR, TT, TZ, UA, UG, US, 
UZ, VC, VN, YU, ZA, ZM, ZW. 

(84) Designated States (regional): ARIPO patent (GH, GM, 
KE, LS, MW, MZ, SD, SL, SZ, TZ, UG, ZM, ZW), 
Eurasian patent (AM, AZ, BY, KG, KZ, MD, RU, TJ, TM), 
European patent (AT, BE, BG, CH, CY, CZ, DE, DK, EE, 
ES, FI, FR, GB, GR, HU, IE, IT, LU, MC, NL, PT, RO, 
SE, SI, SK, TR), OAPI patent (BF, BJ, CF, CG, CI, CM, 
GA, GN, GQ, GW, ML, MR, NE, SN, TD, TG). 

Published: 

— with international search report 

— before the expiration of the time limit for amending the 
claims and to be republished in the event of receipt of 
amendments 

For two-letter codes and other abbreviations, refer to the "Guid- 
ance Notes on Codes and Abbreviations" appearing at the begin- 
ning of each regular issue of the PCT Gazette. 



(54) Title: SUSTAINED RELEASE ORAL DOSAGE FORMS OF GABAPENTTN 

(57) Abstract: The present invention relates to sustained release oral dosage forms of gabapentin and at least one rate controlling 
polymer, and a process for the preparation of the sustained release oral dosage forms, and a process for the preparation thereof. The 
sustained release tablet includes gabapentin or a pharmaceutical ly acceptable salt or hydrates thereof and at least one rate-controlling 
polymer such that the tablet provides therapeutically effective plasma levels of gabapentin for a period of up to about 12 hours. 



i \ 



INTERNATIONAL SEARCH REPORT 



A. CLASSIFICATION OF SUBJECT MATTEI 

IPC 7 A61K9/22 A61K 



.K3T7: 



Intern 

PCT/ 



195 A61P25/08 



(cation No 

/02166 



According to International Patent Classification (IPC) or to both national classification and IPC 



B. FIELDS SEARCHED 



Minimum documentation searched (classification system followed by classification symbols) 

IPC 7 A61K 



Documentation searched other than minimum documentation to the extent that such documents are included in the fields searched 



Electronic data base consulted during the international search (name of data base and, where practical, search terms used) 

EP(Mnternal , WPI Data, PAJ, MEDLINE, EMBASE, BIOSIS, CHEM ABS Data 



C. DOCUMENTS CONSIDERED TO BE RELEVANT 



Category ° Citation of document, with indication, where appropriate, of the relevant passages 



Relevant to claim No. 



WO 00 76478 A (CIP NINETY TWO 92 S A 
;AJANI MAURO (PA); VILLA ROBERTO (PA); 
FOSSA) 21 December 2000 (2000-12-21) 

examples 1,5 

claims 1,7,13 

WO 00 59477 A (JANS EUGENE MARIE JOZEF 
;JANSSEN PHARMACEUTICA NV (BE); 
VANDECRUYS) 12 October 2000 (2000-10-12) 
page 5, line 5 - line 36 
page 7, line 21 

page 11, line 19 -page 12, line 33 
claims 1,19 

_/- 



1-53 



1-53 



Further documents are listed In the continuation of box C. 



Patent family members are listed In annex. 



6 Special categories of cited documents : 

■A" document defining the general state of the art which is not 
considered to be of particular relevance 

■E' earlier document but published on or after the International 
filing date 

■L' document which may throw doubts on priority clalm(s) or 
which Is cited to establish the publication date of another 
citation or other special reason (as specified) 

'O' document referring to an oral disclosure, use, exhibition or 
other means 

°P a document published prior to the international filing date but 
later than the priority date claimed 



'T later document published after the international filing date 
or priority date and not in conflict with the application but 
cited to understand the principle or theory underlying the 
Invention 

"X* document of particular relevance; the claimed invention 
cannot be considered novel or cannot be considered to 
Involve an inventive step when the document is taken alone 

"V document of particular relevance; the claimed Invention 

cannot be considered to Involve an inventive step when the 
document Is combined with one or more other such docu- 
ments, such combination being obvious to a person skilled 
In the art. 

"&' document member of the same patent family 



Date of the actual completion of the international search 



8 October 2003 



Date of mailing of the international search report 



16/10/2003 



Name and mailing address of the ISA 

European Patent Office, P.B. 5818 Patentlaan 2 
NL-2280HVRijswijk 
Tel. (+31-70) 340-2040. Tx. 31 651 epo nl 
Fax (+31-70) 340-3016 



Authorized officer 



Hedegaard, A 



Form PCT/ISA/210 (second sheet) (July 1992) 



page 1 of 2 



INTERNATIONAL SEARCH REPORT 



C(Contlnuatlon) DOCUMENTS CONSIDER! 



Interr 

PCT/ 



RELEVANT 



Ilcatlon No 

/02166 



Category * Citation of document with Indication .where appropriate, of the relevant passages 



Relevant to claim No. 



p,x 



p,x 



WO 01 51033 A (BERWAER MONIQUE ;DELEERS 
MICHEL (BE); FANARA D0MENIC0 (BE); UCB SA) 
19 July 2001 (2001-07-19) 

tables 2,4,6 

claims 1,2,8 

W0 03 002151 A (MASSIR0NI MARIA GABRIELLA 

; FARMATRON LTD (GB)) 

9 January 2003 (2003-01-09) 

example 4 

claims 1,8,11,12 

W0 03 035040 A (DEP0MED INC) 
1 May 2003 (2003-05-01) 

examples 1-4 

claims 1,12,19 

EP 0 284 849 A (LEK T0VARNA FARMACEVTSKIH) 
5 October 1988 (1988-10-05) 
the whole document 



1-53 



1-53 



1-53 



1-53 



Form PCT/ISA/210 (continuation of second sheet) (July 1992) 



page 2 of 2 



INTERNATIONAL SEARCH REPORT 



m 



application No. 
IB 03/02166 



Box I Observations where certain claims were found unsearchable (Continuation of item 1 of first sheet) 



This International Search Report has not been established in respect of certain claims under Article 17(2)(a) for the following reasons: 



1. \T\ Claims Nos.: 

because they relate to subject matter not required to be searched by this Authority, namely: 

Rule 39.1(iv) PCT - Method for treatment of the human or animal body by 
therapy. Although claims 49-53 are directed to a method of treatment of the 
human/animal body, the search has been carried out and based on the alleged 
effects of the compound/composition. 

2. I™"! Claims Nos.: 

because they relate to parts of the International Application that do not comply with the prescribed requirements to such 
an extent that no meaningful International Search can be carried out, specifically: 



3. | 1 Claims Nos.: 

because they are dependent claims and are not drafted in accordance with the second and third sentences of Rule 6.4(a). 



Box II Observations where unity of invention is lacking (Continuation of item 2 of first sheet) 



This international Searching Authority found multiple inventions in this international application, as follows: 



1 . I I As all required additional search fees were timely paid by the applicant, this International Search Report covers all 
1 — 1 searchable claims. 

2. [~| As all searchable claims could be searched without effort justifying an additional fee, this Authority did not Invite payment 

of any additional fee. 



3. I I As only some of the required additional search fees were timely paid by the applicant, this International Search Report 
1 — 1 covers only those claims for which fees were paid, specifically claims Nos.: 



4. [ ] No required additional search fees were timely paid by the applicant. Consequently, this International Search Report is 
restricted to the invention first mentioned in the claims; it is covered by claims Nos.: 



Remark on Protest The additional search fees were accompanied by the applicant's protest 

| | No protest accompanied the payment of additional search fees. 



Form PCT/ISA/210 (continuation of first sheet (1)) (July 1998) 



INTERNATIONAL SEARCH REPORT 



Patent document 
cited in search report 



ublicatlon 



Interne 

PCT/l 



cation No 

5/02166 



Patent family 



Publication 





member(s) 


date 


TT 
i 1 


MTOfll 917 A 1 


1 A 1 O OOrtft 


TT 


MTOnftAfl^OO AI 

mlcvvvvHCC Al 


n"3-.no_onrti 


All 

AU 


DOoUlUU A 


no ni onm 

u^-ui— ZUU1 


r a 
LA 


£0//oUI Al 




UN 




£0— UO— £UU2 


WO 


0076478 Al 


21-12-2000 


EP 


1183014 Al 


06-03-2002 


JP 


2003501457 T 


14-01-2003 


NO 


20016108 A 


24-01-2002 


TR 


200200562 T2 


21-05-2002 



W0 0076478 



21-12-2000 



W0 0059477 A 12-10-2000 



AU 


3963800 


A 


23-10-2000 


BG 


105857 


A 


30-04-2002 


BR 


0009437 


A 


15-01-2002 


CA 


2371940 


Al 


12-10-2000 


CN 


1345233 


T 


17-04-2002 


CZ 


20013375 


A3 


15-05-2002 


EE 


200100505 


A 


16-12-2002 


WO 


0059477 


Al 


12-10-2000 


EP 


1169024 


Al 


09-01-2002 


HR 


20010700 


Al 


30-04-2003 


HU 


0200611 


A2 


29-07-2002 


JP 


2002541090 


T 


03-12-2002 


NO 


20014724 


A 


28-09-2001 


NZ 


514890 


A 


30-05-2003 


SK 


13542001 


A3 


06-08-2002 



W0 0151033 


A 


19- 


-07- 


-2001 


EP 


1118321 Al 


25-07-2001 












AU 


2169501 A 


24-07-2001 












WO 


0151033 Al 


19-07-2001 


W0 03002151 


A 


09- 


-01- 


-2003 


IT 


MI20011337 Al 


27-12-2002 












WO 


03002151 Al 


09-01-2003 


W0 03035040 


A 


01- 


-05- 


-2003 


WO 


03035040 Al 


01-05-2003 












US 


2003100611 Al 


29-05-2003 


EP 0284849 


A 


05- 


-10- 


-1988 


YU 


40687 Al 


28-02-1991 












DE 


3882765 Dl 


09-09-1993 












DE 


3882765 T2 


10-03-1994 












EP 


0284849 Al 


05-10-1988 












JP 


2025714 C 


26-02-1996 












JP 


7057726 B 


21-06-1995 












JP 


63290818 A 


28-11-1988 












SI 


8710406 A ,B 


31-08-1996 



Form PCT/l SA/210 (patent family annex) (July 1992) 



